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DETAILED ACTION 

This is the initial Office Action following the Request for Continued Examination based 
on the 10/786893 application filed February 24, 2004. Claims 28-36 and 44-46 as 
amended and presented with the Request for Continued Examination on December 17, 
2008 are currently pending and considered below. 



Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 33 and its dependents (34-36) are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

3. Claim 33 discusses the catheter in terms of its "natural state" outside the patient, 
in relation to various planes of the patient. The examiner notes that although these 
terms are descriptive, they are not definite, nor do they further limit the device as they 
describe only its orientation relative to the patient and have no positive definition in the 
absence of a patient. 



Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 28-32 are rejected under 35 U.S.C. 102(b) as being anticipated by 
USPGPub 2002/0103474 A1 to Voda. 

Regarding the above claims, Voda discloses a steerable catheter (2) comprising 
a proximal shaft (4) having a long axis (not shown); and a distal shaft (8) extending from 
the proximal shaft, the distal shaft including: a preformed support section (10) including 
a transition segment (12) extending from the proximal shaft and an abutment segment 
(14) extending from the transition segment, wherein a portion of the proximal shaft 
adjacent to the distal shaft, the transition segment, and the abutment segment generally 
define a first plane (24) and the portion of the proximal shaft and the abutment segment 
are generally parallel (Fig. 1); and a preformed ostium entry section (16) comprising a 
first ostium segment (18) extending from the abutment segment and a second ostium 
segment (20) extending from the first ostium segment at a point of connection (indicated 
generally by angle alpha(d) in Fig. 1 ); and a distal tip (22) of the second ostium segment 
wherein the abutment segment and the point of connection define a second plane not 
coincident with the first plane (26), wherein the three dimensional steerable catheter has 
a first configuration (Fig. 1) and a second configuration (after rotation described in 
Paragraph [0023]), which configurations differ in the angle between the first plane and 
the second plane, further wherein the proximal shaft is rotated about the long axis 
[0023] and the abutment segment rests at least in part against an obstruction, the 
configuration of the three dimensional steerable catheter changes from the first to the 
second configuration and the distal tip follows the second plane as it rotates in response 
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to rotation of the proximal shaft (the examiner has determined that this is accomplished 
based on the direction of rotation of the shaft and therefore the device of Voda would 
fulfill this limitation if rotated properly). 

Furthermore, Figure 4 of Voda is identical to Figure 4 of the instant application 
showing catheter placement within the body of the patient, therefore Voda discloses a 
catheter wherein the abutment segment abuts an interior surface of the patient's 
ascending aorta in a plane formed by a tangent of an axis of the first segment when the 
distal tip is positioned within the ostium of the right coronary artery, wherein the second 
segment is coaxial to an axis of the right coronary artery when the distal tip is positioned 
within the ostium of the right coronary artery, and wherein the abutment segment is 
positioned at least about 5 millimeters above the level of the ostium of the right coronary 
artery when the distal tip is positioned within the ostium of the right coronary artery. 
Further, Voda discloses that the transition segment is twisted relative to the proximal 
shaft [0023]. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 33-36 and 44-46 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Voda. 

Regarding the above claims, Voda discloses ranges for the angles between 
segments and lengths of segments that are substantially the same of the ranges of 
angles and segment lengths of the instant application, with the exception of alpha(f) 
(See [0014]-[0018] and [0020]). Voda also fails to specifically disclose a second 
segment that extends back toward a sagital plane of the patient, however, this 
difference results from a change in the range of alpha(f) to 0-90 degrees in the instant 
application from 120-180 degrees in Voda. it is the examiner's position that it would 
have been obvious to one having ordinary skill in the art to modify the catheter 
previously disclosed by Voda to be produced in the range of angles and segment 
lengths disclosed by applicant, notably alpha(f), because there are a limited number of 
angles at which the alpha(f) could be positioned and it would not be beyond the scope 
of reasonable experimentation to produce catheters of varying alpha(f) angles to 
determine whether they were better received in the ostium of the right coronary artery. 
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Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 0. Claims 28-36 and 44-46 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-6 of U.S. Patent No. 
6,595,983 B2. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the instant application and the patent above are drawn 
to essentially the same and invention, having a proximal shaft and a distal shaft 
comprised of a preformed support section and a preformed ostium entry section, having 
only different phrases and wordings in the claims and a single change of angle 
described in the rejection above to distinguish the inventions. It is well within the realm 
of obviousness to one having ordinary skill in the art to modify a single angle in a three 
dimensional catheter as described above. 
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Response to Arguments 

1 1 . Applicant's arguments filed December 17, 2008 have been fully considered but 
they are not persuasive. 

12. Regarding applicants argument that the catheter of the pending claims provides 
torsionally variable geometry which allows the configuration to be altered by rotation of 
the proximal end of the catheter so that the tip may be directed to ostia which differ in 
location from that assumed by the design of Voda, the examiner notes the Voda 
provides a catheter having torsionally variable geometry [0028] and that altering an 
existing invention to simply fit into various internal geometries is an obvious modification 
to one having ordinary skill in the art as disclosed above. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VICTORIA P. CAMPBELL whose telephone number is 
(571)270-5035. The examiner can normally be reached on Monday-Thursday, 7-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Victoria P Campbell 
Examiner, AU 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



